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DETAILED ACTION 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1, 7, 8, 13 are rejected under 35 U.S.C. 102(b) as being anticipated by Lessing, Jr. 
U.S. Patent Number 4,525,719. Lessing, Jr., teaches a belt-pack for securing a surgically 
implanted catheter comprising a pouch with front and back sides (col. 2 line 28-29) situated on a 
bled to be worn around the waist of the patient (col. 2 lines 18-19). The pouch has openings on 
its front and back sides providing access to the catheter system (col. 2 lines 33 and 38). The 
device can be used with peritoneal dialysis system, (col. 1 lines 10-11) and therefore, the 
internally implanted catheter would be connected to a fill-bag. Catheters used for these 
procedures are commonly made of a type of plastic. 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 
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1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

Claims 6 and 12 are rejected under 35 U.S.C. 103(a) as being unpatentable over Lessing 
Jr., in view of Schuster 3,472,369. 

Lessing Jr., as described above, teaches a belt pack for securing an implanted catheter, 
but fails to teach a peel away sealing mechanism for opening in the pouch. 

Schuster teaches a similar plastic package for storing apparatus, wherein the contents of 
the pouch are maintained in a sterile environment by having a peel away seal disposed over the 
opening (see figure 5). 

It would have been obvious to one having ordinary skill in the art at the time of the 
invention by applicant to incorporate the peel away sealing mechanism as taught by Schuster 
over the openings in the pouch of Lessing Jr., in order to prevent contamination of the contents 
therein, thereby preventing infection of the patient. 

Claims 9 and 10 are rejected under 35 U.S.C. 103(a) as being unpatentable over Lessing 
Jr., in view of Vogel EP 0807449. Lessing Jr., as described above, teaches a belt pack for 
securing an implanted catheter, but fails to teach the use of an adhesive. 

Vogel teaches a similar wearable apparatus to be used with dialysis catheters comprising 
a pouch made of plastic, having two openings and having an adhesive portion surrounding the 
rear opening of the pouch to attach to the patient's skin (see figure 1). 
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It would have been obvious to one having ordinary skill in the art at the time of invention 
by applicant to modify the device of Lessing Jr., by incorporating the adhesive as taught by 
Vogel in order to prevent movement of the pouch and trauma to the patient. 

Claims 14,19 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Lessing Jr., in view of Miller et al 5,671,983. Lessing Jr., discloses the device as described 
above, but fails to teach hand-covering elements within the pouch. 

Miller et al. teaches a storage bag with internally disposed hand covering elements (col. 1 
lines 51-52). 

It would have been obvious to one having ordinary skill in the art at the time of invention 
by applicant to incorporate the use of hand covering mechanism to ensure a sterile environment 
for making the connection between the external tubing of the dialysis system and the implanted 
catheter. It would have been an obvious matter of design choice to color the pouch and the hand 
covering element differently as the applicant has not disclosed the altering the color solves any 
stated problem and it appears that the invention would perform equally well if the parts were the 
same color. 

Claim 15 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lessing Jr., in 
view of Miller et al as applied above to claim 14 above, and further in view of Vogel. 

Lessing Jr., and Miller et al teach a belt pack and storage bag with hand covering 
elements, but fail to disclose an adhesive pouch. 

Vogel, as described above teaches a similar wearable apparatus to be used with dialysis 
catheters comprising a pouch having an adhesive portion surrounding the rear opening of the 
pouch (see figure 1). 
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It would have been obvious to one having ordinary skill in the art at the time of invention 
by applicant to modify the device of Lessing Jr., and Miller et al, by incorporating the use of 
adhesive in order to prevent movement of the pouch and trauma to the patient. 

Claim 18 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lessing Jr., and 
Miller et as applied to claim 14 above, and further in view of Bennes et al U.S. Patent Number 
5,853,396. Lessing Jr., and Miller et al describe the device as described above in reference to 
claim 14, but fail to disclose a clamping mechanism to be applied to a catheter. 

Bennes et al teaches a belt to be worn by patients receiving peritoneal dialysis comprising 
a pouch with front and back sections (col. 4 lines 24-26) with rear openings for receiving the 
implanted catheter. The catheter that is implanted into the patient's body is connected to a fill 
bag and drain bag through a Y-connections (col. 5 lines 6-9) and has a clamping means attached 
to one end (col. 2 lines 36-37). 

It would have been obvious to one having ordinary skill in the art at the time of invention 
by applicant to modify the device of Lessing Jr., and Miller et al by incorporating the clamping 
mechanism as taught by Bennes et al in order to prevent flow when the system is not in use. 

Claim 20 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lessing Jr., and 
Miller et al as applied to claim 14 above, and further in view of Schuster. Lessing Jr., and 
Miller et al describe the device as described above in reference to claim 14, but fail to disclose a 
peel away sealing mechanism for the openings in the pouch. 

Schuster teaches a similar plastic package for storing items wherein the contents of the 
pouch are maintained in a sterile environment by having a peel away seal disposed over the 
openings. 
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It would have been obvious to one having ordinary skill in the art at the time of invention 
by applicant to modify the device of Lessing Jr., and Miller et al by incorporating the peel away 
seal as taught by Schuster in order to prevent contamination and potential infection of the patient. 

Allowable Subject Matter 

Claims 2-5, 1 1, 16 and 17 are objected to as being dependent upon a rejected base claim, 
but would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. 

Claims 22-30 are allowed. None of the prior art of record teaches a peritoneal dialysis 
system comprising a user wearable device including a pouch with two openings wherein the 
connection made between the catheter and the fill-drain tube are connected within the pouch by 
external manipulation. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In reLongi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
VogeU 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 
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Claims 1-30 rejected on the ground of nonstatutory obviousness-type double patenting as 
being unpatentable over claiml-27 of U.S. Patent No. 6,682,507. Although the conflicting 
claims are not identical, they are not patentably distinct from each other because all the elements 
and limitations in the instant application are recited in the issued patent. 



The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 



Conclusion 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Aamer S. Ahmed whose telephone number is 571-272-5965. The 
examiner can normally be reached on Monday thru Friday 9-5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 571-272-4977. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




A. Ahmed 
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